











510(K) SUMMARY

In accordance with the Food and Drug Administration rule to implement provisions of the Safe Medical
Devices Act of 1990 and in conformance with 21 CFR 807.92, this information serves as a Summary of
Safety and Effectiveness for the use of the PROPHECY INVISION Pre-operative Navigation System.

(a)(1) MANUFACTURER IDENTIFICATION

Submitted By:

Date:

Contact Person:

(a)(2) SUBJECT DEVICE INFORMATION

Proprietary Name:

Common Name:

Classification Name & Reference:
Device Product Code & Panel:

(a)(3) PREDICATE DEVICE INFORMATION

Wright Medical Technology, Inc.
1023 Cherry Road
Memphis, TN 38117

March 24, 2017

Alayne Melancon
Regulatory Affairs Specialist
Office: (901)290-5986

Fax: (901)867-4190

PROPHECY INVISION Pre-operative Navigation System
Alignment Guide

21 CFR 888.3110 —Class Il

HSN, OYK — Orthopedic

PROPHECY INVISION Pre-operative Navigation Alignment System: K162795
PROPHECY INFINITY Pre-operative Navigation Alignment System: K131283
PROPHECY INBONE Pre-operative Navigation Alignment System: K110360

INVISION Total Ankle System:

K142117, K153008
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A
(a)(4) DEVICE DESCRIPTON “ﬁ
A

Wright Medical’s PROPHECY INVISION Preoperative Navigation Alignment System (K162795) is —
being expanded to include patient-specific guides for the INVISION Total Ankle System. Like the
predicates PROPHECY INFINITY and PROPHECY INBONE guides, the subject patient-specific
guides are created to fit the anatomy of the patient’s distal tibia and proximal talus, and when
used in combination with the reusable instruments, facilitate positioning of INVISION Total Ankle
Implants.

(a)(5) INTENDED USE

Wright’s PROPHECY™ Preoperative Navigation Alignment System is intended to be used as
patient specific surgical instrumentation to assist in the positioning of total ankle replacement
components intraoperatively and in guiding the marking of bone before cutting. The
PROPHECY™ Preoperative Navigation Alignment Guides are intended for use with Wright’s
INBONE™, INFINITY™, and INVISION™ Total Ankle Systems and their cleared indications for use,
provided that anatomic landmarks necessary for alignment and positioning of the implant are
identifiable on patient imaging scans. The PROPHECY® Preoperative Navigation Alignment
Guides are intended for single use only. The PROPHECY® Preoperative Reports are intended for
use with Wright’s INBONE®, INFINITY® and INVISION® Total Ankle Systems and their cleared
indications for use, provided that anatomic landmarks necessary for alignment and positioning of
the implant are identifiable on patient imaging scans.

(a)(6) TECHNOLOGICAL CHARACTERISTICS COMPARISON
The subject PROPHECY INVISION Pre-operative Navigation System has identical indications and

software components. The materials and design are substantially equivalent to the predicate
devices and are summarized in the table below.

PREDICATES

PROPHECY INFINITY PROPHECY INBONE
(K131283) (K110360)

SUBJECT \

PROPHECY INVISION

“Tibia Alignment -Guide -Tibia Alignment Guide

Patient-Specific
Guides

-Tibia Spacer Guide
-Talus Spacer Guide
-Tibia Stem Guide

-Tibia Alignment Guide
-Talus Alignment Guide

-Talus Alignment Guide
-Tibia Stem Guide

Materials

Patient-specific guides:
Duraform Polyamide
Accessory instrument:
stainless steel, Radel

Patient-specific guides:
Duraform Polyamide
Accessory instrument:
stainless steel

Patient-specific guides:
Duraform Polyamide
Accessory instrument:
stainless steel

(b)(1) SUBSTANTIAL EQUIVALENCE — NON-CLINICAL EVIDENCE

The following evaluations were conducted to support the safety and efficacy of the PROPHECY

INVISION Pre-operative Navigation System:
- Guide Design Process Validation - Designer Repeatability
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- Pre-operative vs Post-operative Analysis of Implant Placement
- Guide Placement Repeatability — Inter-surgeon Variability

(b)(2) SUBSTANTIAL EQUIVALENCE — CLINICAL EVIDENCE
N/A

(b)(3) SUBSTANTIAL EUIVALENCE — CONCLUSIONS
The design characteristics of the subject device do not raise any new types of questions of safety

or effectiveness. From the evidence submitted in this 510(k), the subject devices can be
expected to perform at least as well as the predicate systems and are substantially equivalent.
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